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Date: August 25, 2022

To: Oliver Potts, Director
Office of the Federal Register
The National Archives and Records Administration

From: Senior Advisor, Regulations Editorial Section
Office of Policy, Food and Drug Administration

Subject: Q2(R2) Validation of Analytical Procedures and Q14 Analytical Procedure
Development; International Council for Harmonisation; Draft Guidances for
Industry; Availability; OFR Document Number 2022-18516

Please make the following change to the subject document, which is slated to file on August 26,
2022 and to publish on August 29, 2022. I’ve also attached a markup of the change.

In the last sentence of the SUMMARY, please delete “issued in September 2021 and replace it
with “published in November 2005”.

Please let me know if you have questions or cannot make the change.

Thank you for your consideration of our request.

Joyce Strong
Senior Advisor, RES
202-641-3541
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